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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 5/25/07 
has been entered. 

Applicant's election with traverse of Group 1 in the reply filed on 5/22/08 is 
acknowledged. The traversal is on the ground(s) that there is no burden to the 
examiner. The examiners position is this is not found persuasive because, a new 
examiner is acting on the case and deems it a burden to the new examiner, as group I 
can be used differently than described in invention II. 

The requirement is still deemed proper and is therefore made FINAL. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-9 and 36-38 recites the limitation "the implant" in claim 1 . There is 
insufficient antecedent basis for this limitation in the claim. 
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Claims 37 and 40 are recites the limitation "the substantially straight section" in 
the claims. This is unclear if the substantially straight section is referring to the straight 
section of the shaft or the pusher tube. 

Claims 1,10,25 and 32 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The specification does not include 
the pusher tube is adapted to form an interface with the implant along the substantially 
straight section of the proximal end of the shaft. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 7-9, 36 and 38 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Giesy et al. (US 5334185). 

Regarding Claim 1 , Giesy teaches delivery device for delivering an implant to 
anatomical site in a body of a patient, the device comprising; a handle (12), a shaft 
having proximal and distal ends (20) and attached to the handle at the proximal end 
(20a), the distal end having a curved section and the proximal end having a 
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substantially straight section, a pusher tube (22) slidably fitted over the shaft and 
extending from the handle distally along the substantially straight section of the proximal 
end of the shaft, and a pushing mechanism (24) operatively interconnected with the 
handle for actuating the pusher tube distally along the substantially straight section of 
the proximal end of the shaft to push an implant into the anatomical site, wherein the 
pusher tube (22) is adapted to form an interface with the implant along the substantially 
straight section of the proximal end of the shaft (capable of being used with an implant 
that forms an interface with the straight section of the proximal end of the shaft, the 
applicant is not distinctly claiming the implant). 

Regarding Claim 2, Giesy teaches the delivery device of claim 1 , wherein the 
pusher tube (22) and the pushing mechanism (24) are integrated into a single 
assembly. 

Regarding Claim 3, Giesy teaches the delivery device of claim. 1, wherein the 
handle (12) includes a first axially extending recess (14) and the pushing mechanism 
includes a first axially extending tongue (25) for slidably interfiling with the first axially 
extending recess (30). 

Regarding claim 4, Giesy teaches the delivery device of claim 3, wherein the 
handle includes a first stop (14a) located at a proximal end of the first axially extending 
recess (14) and the first axially extending tongue includes a projection (24) located at a 
distal end for engaging with the first stop to limit axial motion in a distal direction of the 
first tongue relative to the handle. 
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Regarding Claim 7, Giesy teaches the delivery device of claim 3, wherein the first 
axially extending tongue includes a first projection (24i located at a distal end for 
engaging with a proximal end (14a) of the first axially extending recess to limit axial 
motion in a proximal direction of the first tongue relative to the handle. 

Regarding Claim 8, Giesy teaches the delivery device of claim 1 , wherein the 
pushing mechanism (24) slidably interfits (25) over the shaft. (20) and includes a pusher 
button (24) for actuating the pushing mechanism. 

Regarding Claim 9, Giesy teaches the delivery device of claim 1 , wherein the 
pusher button (24) includes a reduced diameter portion for accommodating a finger of a 
medical operator (upper portion of button 24 tapers). 

Regarding claim 36, Giesy teaches the device of claim 1 , the pusher tube 
remains proximal to the curved section (Fig. 1). 

Regarding claim 38, Giesy teaches the device of claim 1 , the pusher tube forms 
a non-overlapping connection interface with the implant (capable of being used with an 
implant that connects to the pusher tube as described, the applicant has not distinctly 
claimed an implant). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 10-13, 17, 19, 20, 22-24 and 39 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Browning (US 6960160) in view Hart (US 5,626,614), and 
further in view of Giesy. 

Browning teaches the following: 

• an implant (10) for being delivered to an anatomical site in the body of a patient 

• a handle (50) 

• an implant comprising a sling assembly (20) having first and second ends 

• sling assembly includes a first guide tube (30) attached to the first end and a 
second guide tube (30) attached to the second end, and each of the first and 
second guide tubes are sized for slidably interfiling over a distal end of the shaft 
(50) 

• shaft (50) has a conical tip (fig. 8c) at the distal end and at least one end of the 
first and second guide tubes is tapered (upper portion in fig. 8a) to accommodate 
the conical tip. 

• first and second guide tubes (30) are sized for interfiling, alternately, and one 
at a time, over the shaft (50) and abutting a distal end of the pusher tube (fig. 4). 

• first guide tube (30) has proximal and distal ends and attaches at the proximal 
end to the first end of the sling assembly and slidably interfits over the shaft, 
proximal end first. 

Browning fails to disclose a pusher tube slidably fitted over the shaft and 
extending from the handle distally along a portion of the shaft, and a pushing 
mechanism operatively interconnected with the handle for actuating the pusher tube 
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distally along a portion of the shaft to deliver an implant to an anatomical site, and 
wherein the pusher tube and the pushing mechanism are integrated into a single 
assembly. 

Hart teaches an implant introducer comprising a pusher tube (65) slidably fitted 
over the shaft (54) and extending from the handle (61 ) distally along a portion of the 
shaft, and a pushing mechanism (63) operatively interconnected with the handle (61) for 
actuating the pusher tube (65) distally along a portion of the shaft and wherein the 
pusher tube and the pushing mechanism are integrated into a single assembly, wherein 
a pusher button (63) actuates the pushing mechanism and includes a reduced diameter 
portion for accommodating a finger of a medical operator to deliver an implant (12) to an 
anatomical site in order to effectively eject the implant off of the shaft. The pusher tube 
(65) is adapted to form an interface with the implant (12) along the substantially straight 
section of the proximal end of the shaft (Fig. 11). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the device of 
Browning with the pusher assembly of Hart in order to effectively eject the implant off of 
the shaft. 

The combination of Browning and Hart fails to teach the following: 

• wherein the distal end of the shaft has a curved section and the proximal end of 
the shaft has a substantially straight section 

• wherein the handle includes a first axially extending recess and the pushing 
mechanism includes a first axially extending tongue for slidably interfiling with 
the first axially extending recess 
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• wherein the handle includes a first stop located at a distal end of the first axially 
extending recess and the first axially extending tongue includes a projection 
located at a proximal end for engaging with the first stop to limit axial motion in a 
distal direction of the first tongue relative to the handle. 

• wherein the first axially extending tongue includes a first projection located at a 
distal end for engaging with a proximal end of the first axially extending recess to 
limit axial motion in a proximal direction of the first tongue relative to the handle. 

• wherein the pusher tube remains proximal to the curved section 
Regarding the limitation wherein the distal end of the shaft has a curved section 

and the proximal end of the shaft has a substantially straight section, Giesy teaches a 
device wherein the distal end of the shaft has a curved section and the proximal end of 
the shaft has a substantially straight section in order to provide an instrument whose 
shape generally conforms to that of the urethral sound to facilitate placement. It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the combination of Browning and Hart as taught by Giesy in order to provide 
an instrument whose shape generally conforms to that of the urethral sound to facilitate 
placement. Regarding the limitations of the handle configuration, the combination of 
Browning and Hart does teach a handle having a sliding pusher button (Hart, 63), but 
does not explicitly disclose the mechanism of the handle. Giesy teaches a handle with a 
pusher mechanism wherein the handle (12) includes a first axially extending recess (14) 
and the pushing mechanism includes a first axially extending tongue (25) for slidably 
interfiling with the first axially extending recess (30), wherein the handle includes a first 
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stop (14b) located at a distal end of the first axially extending recess (14) and the first 
axially extending tongue includes a projection (26) located at a proximal end for 
engaging with the first stop to limit axial motion in a distal direction of the first tongue 
relative to the handle and wherein the first axially extending tongue includes a first 
projection (26) located at a proximal end for engaging with a proximal end (14a) of the 
first axially extending recess to limit axial motion in a proximal direction of the first 
tongue relative to the handle, the pusher tube remains proximal to the curved section 
(Fig. 1) 

It would have been an obvious matter of design choice to explicitly describe the 
handle mechanism of Hart to meet these limitation since it appears that the handle of 
Hart must have a recess to receive a projection from pusher button 63 in order to 
actuate pusher 65, and further applicant has not disclosed that this configuration 
provides any advantage over another configuration, and it appears that the pusher 
button mechanism of the combination of Browning and Hart performs the task of 
actuating the pusher equally well as that of the present application. 

Claims 5, 6, and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Giesy and the combination of Browning, Hart and Giesy, and further as a matter of 
design choice. 

Giesy and the combination of Browning, Hart and Giesy teach all limitations of 
preceding dependent claims 1 , 3, 4, 1 0, 1 2 and 1 3 as previously described but fails to 
disclose wherein the handle includes a second axially extending recess substantially 
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parallel to the first axially extending recess, and the pushing mechanism includes a 
second axially extending tongue for slidably interfitting with the second axially extending 
recess and a second stop associated therewith. Giesy discloses a first set of recess, 
tongue and stop for the purpose of actuating the slidable tube. Since the applicant has 
not disclosed that adding a second set of actuating parts solves any stated purpose, 
and it appears that a single set of actuating parts as disclosed by Giesy would perform 
equally well as if a second set of actuating parts were present. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the device of Giesy with a second set of actuation parts since it has been held 
that mere duplication of the essential working parts of a device involves only routine skill 
in the art. St. Regis Paper Cc v. Bemis Co., 193 USPQ 8. 

Response to Arguments 

Applicant's arguments filed 4/9/07 have been fully considered but they are not 
persuasive. The applicant generally argues the following: 

• Giesy does not teach the limitations as newly amended including "the 
pusher tube is adapted to form an interface with the implant" 
The examiners position is the applicant has not distinctly claimed the implant in 
claim 1 , therefore the pusher tube is capable of being used with an implant that forms 
an interface as described in the claim. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA RYCKMAN whose telephone number is 
(571)272-9969. The examiner can normally be reached on Monday thru Friday 7:30- 
4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571)-272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



MKR 

/Melissa Ryckman/ 
Examiner, Art Unit 3773 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 
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